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Addressing the Failing Commercial
Market for New Antimicrobial Products

Dr. Rick Bright
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Flexible,
nimble
authorities

The BARDA Model

BARDA develops and makes
available medical
countermeasures (MCMs) by
forming unique public-private
partnerships to drive innovation
off the bench to the patient to
save lives.
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Multi-year
funding
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BARDA'’s Model has been key to
building out a robust R&D Pipeline
and obtaining product Approvals

Flexible,
nimble
authorities

...But BARDA is missing these same
key ingredients to support the
Commercial Market for dual-utility
National Security products:

d Clear Mandate
1 Flexible Nimble Authorities
1 Dedicated Funding
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innovation £=

Facilitate
partnerships

Cutting edge
expertise
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Yesterday’s Antibacterial R&D Program Successes

3 FDA Approvals

3 VABOMERE"

meropenem and vaborbactam
for injection (4 g)
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CARB-X
Combaling Antibictiz Resistant Bacterio

...Are today’s Commercial Market Sustainment Liabilities
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- Thisis a Problem... . e [ mmm————————
e a Because our goal is ensulzmg a Cent_muum of Care
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A diverse Ant|m|crob|al Commercial Market ensures that no patient is left behind!
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Achaogen files for bankruptcy

protection, seeks asset sale

“BARDA simply cannot continue to Building New Models To =
. e Support The Ailing Antibiotics
provide non-dilutive investment, Market
only to have companies collapse AP, e e e
and their newly minted antibiotics W e
shelved or lost completely” @
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Lessons Learned from Ongoing Market Collapse

Achaogen:
An Expensive Lesson

HHS provided push incentives to
Achaogen

Earlier this year, Achaogen sold their
assets at auction for $16M, despite a
$200M HHS investment

Impact on national security posture
and access to these novel antibiotics

ASPR
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Current Market
Conditions

Deadly Superbugs Win as Wall Street Flees

Makers of An
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tibiotics

o
Achaogen files for bankruptcy

Low sales,

protection, seeks asset sale

high cost: Melinta slashes

HQ research staff as it struggles to grow

antibiotics

revenuce

Spero Announces $10 Million Registered Direct Offering of Common Stock

June 13, 2019

L

Tetraphase Pharmaceuticals Announces Corporate

i)
3 ,—TETRA

H{ARMACEUTICALS

ization Aimed at

(Eravacycline) Commercial Opportunity

izing XERAVA ™

U.S. Taxpayers
Industry Flails

Posted Aug. 9, 2019, 330 P

Fund Antibiotics for China as

=]

Tetraphase Pharmaceuticals Announces Reverse Stock Split

September 26, 2016

“Antibiotic R&D Companies Down 49-87% Last Twelve Months”
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Takeaways

More companies will go bankrupt in
1-3 months (updated)

Collapse of commercial market
impacting R&D companies access to
capital. CARB-X forced to decrease
cost share requirement by 3X

Additional push incentives will not fix
this problem




L SERTCEG,
= St

i

=

Proposed Antimicrobial Market Strengthening
Initiative

Payment G O al S

Reform

Work with other HHS and industry
partners to identify, influence and

Seeung o VNSNS R implement antimicrobial market
infrastructure | f§ | catelzing strengthening initiatives that catalyze re-
f Medical B . . . .. .
countor. . = Commercial investment into the antimicrobial space,

Marketplace
measures

rewards innovation, and improves value-
based outcomes necessary to address the
Biodefense Enabling national health security threat posed by

Clinical Trial

Network antimicrobial-resistant infections

Leveraging 3 Party Assessments
Payment Modeling Plan Validation Business Assessments
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Panel: Current State of Antimicrobial Commercial
Market and the Impact on the R&D Pipeline

v

Mike McGuire, Amanda Jezek, Kathryn Bell, Ramani Varanasi Robert Horne
Melinta Therapeutics IDSA ASPR Senior Policy X-Biotix Therapeutics Leavitt Partners
Advisor
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Join Our Mission

‘I' Medical i ‘ %gé

Countermeasures.gov FedBlepps
medicalcountermeasures.qov www.fbo.gov/
Request a TechWatch meeting! (“FedBizOpps”)

Find our solicitations

USAJOBS

'WORKING #FOR AMERICA"

-

www.phe.qov/BARDA

Get to know BARDA!

WWwWWw.usajobs.gov
Join the team!

‘. GRIVe a

. ACCELERATORS

www.drive.hhs.gov
Meet our accelerators
and learn about DRIVe
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http://www.phe.gov/BARDA
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